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FQPA Label Acceptable v.20150320 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

February 1, 2016 
 

Ms. Cristina Griffin 
Agent for,  
Professional Disposables International, Inc.  
c/o Delta Analytical Corp.  
12510 Prosperity Drive, Suite 160 
Silver Spring, MD 20904  
 
Subject:   Label Amendment – To add an alternate brand name, update special instructions  
  for cleaning against HIV, and other minor changes  
     Product Name: Freestar   
                EPA Registration Number: 9480-9 
     Application Date: October 29, 2015  
     Decision Number: 511001 
 
Dear Ms. Griffin: 
 
The amended label referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were previously imposed on this registration. You continue to be 
subject to existing conditions on your registration and any deadlines connected with them. 
 
A stamped copy of your labeling is enclosed for your records. This labeling supersedes all 
previously accepted labeling. You must submit one copy of the final printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c), 
you may distribute or sell this product under the previously approved labeling for 18 months 
from the date of this letter. After 18 months, you may only distribute or sell this product if it 
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is 
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.  
 
Should you wish to add/retain a reference to the company’s website on your label, then please be 
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or misleading, the product 
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40 
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition, 
regardless of whether a website is referenced on your product’s label, claims made on the 
website may not substantially differ from those claims approved through the registration process. 
Therefore, should the Agency find or if it is brought to our attention that a website contains false 
or misleading statements or claims substantially differing from the EPA approved registration, 
the website will be referred to the EPA’s Office of Enforcement and Compliance. 
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The alternate brand name Sani-Cloth AF3 Germicidal Disposable Wipe has been added to the 
product record.   
 
Your release for shipment of the product constitutes acceptance of these conditions. If these 
conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA section 6. If you have any questions, please contact Karen M. Leavy by phone at 
(703)-308-6237, or via email at Leavy.Karen@epa.gov. 
 

 
 
Enclosure 

 

Sincerely, 

 
Eric Miederhoff 
Product Manager 31 
Regulatory Management Branch I 
Antimicrobials Division (7510P) 
Office of Pesticide Programs 
Date: February 1, 2016 



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

[Previously Approved
[Alternate Brand Name to be added

For packet use

and/or or
SIZE of each cloth

or others may be added

or

phone number to be inserted

02/01/2016

9480-9



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

Use one of the following as applicable to type of container

or or or
or

or

or or or
or

DO NOT FLUSH • STORE AT ROOM TEMPERATURE 
DISPOSE OF USED WIPES IN TRASH RECEPTACLE • KEEP SOLO® LID CLOSED WHEN NOT IN USE 

SOLO® is a registered trademark of Nice-Pak Products, Inc. 

or or 

[Option 1] 

[Option 2] 



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

or or

or or
or or

[Option 1 – Tub] 
(With pictures depicting use) 

or
[Option 2 – Resealable pouch dispensing] 

or
[Option 3 – Pouch with lid dispensing] 

For packet use: 
Use one or more of the following as appropriate; may be used in any order as long as entire paragraph is used

and/or

or

[If label 
includes cleaning claims for grease, soap scum, grime, dirt, messes, soil, add the following as the first sentence 
(before “Use a wipe to remove…”):  

[If label includes cleaning 
claims for grease, soap scum, grime, dirt, messes, soil, add the following as the first sentence (before “Use a wipe to 
remove…”):  



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

OR
 or

or

[Note:  coverage area listed 
on label will change proportionately with wipe surface area].

[The following headings are optional; choose as appropriate:]

[The following instructions are to be included on production labels when claims against HIV, and/or HBV and/or HCV 
are listed; one, two or all three of the viruses may be included on claims and directions in production labels.] 

or

[The following paragraph must be used if hospital and healthcare use sites are on the label.] 



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

[Use storage/disposal statement A if canister, tub, bucket, pail or refill dispenser directions used.  Use storage/disposal 
statement B if travel pack, Solo® Pak, soft pack, pouch, or [refill or [bulk]] packet/package] directions used.]  

[Statement not required for residential or 
household use products.]
[Statement A:] 

or
or

If refillable dispenser is being used, substitute the following or or

[Statement B:] 

or or or
 or  or or or

and/or

and

Note to EPA – for ease of use “terminal sterilant” language moved to page 4



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

choose from the following areas of use as appropriate  they may be listed in any order; at least 
one use site (including corresponding list of surfaces) must be used on the label; “Kitchen” areas of use must be 
included if “food contact surfaces” directions (see “Directions” page) are used.

or

or

inedible areas)

and/or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

[The following is required if kitchen uses are included:  

or

and/or

and/or

and/or

or

or

or

or

or

or

or

or

or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

(continued)

and/or and/or

and/or
or

or or

[Hospital sites and Hospital surfaces are listed under “Hospital & Health Care Settings section”] 

Grease and soap scum claims are not to be used on labeling with one-step cleaning/disinfection 
     claims]



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

[Symbols including asterisks, bullets or footnotes and similar may be used to designate categories of organisms.] 
[ATCC numbers are not required to be listed on production label.  Organisms may be listed in a table and in any order.]

Bordetella bronchiseptica Mycobacterium bovis
Bordetella pertussis
Burkholderia cepacia
Campylobacter jejuni 
Enterobacter aerogenes 
Escherichia coli Candida albicans 
Escherichia coli
Klebsiella pneumoniae 
Listeria monocytogenes 
Proteus vulgaris 
Pseudomonas aeruginosa 
Salmonella enterica 
Serratia marcescens 
Shigella dysenteriae 
Staphylococcus aureus 
Streptococcus pyogenes 
Vibrio cholera 
Yersinia enterocolitica

Acinetobacter baumannii, Effective against organism resistant to Ampicillin, 
Cefazolin, Gentamicin, Trimethoprim/Sulfa and Intermediate resistance to Cefotaxime, Ceftriaxone, Piperacillin.

Escherichia coli
Escherichia coli

Klebsiella pneumoniae
Klebsiella pneumoniae
Klebsiella pneumoniae – 

Staphylococcus aureus
Staphylococcus aureus

Staphylococcus aureus
Streptococcus pneumoniae 

Staphylococcus aureus
Enterococcus faecalis



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

Campylobacter jejuni 
Escherichia coli
Escherichia coli
Klebsiella pneumoniae 
Listeria monocytogenes 

Staphylococcus aureus
Staphylococcus aureus

Staphylococcus aureus
Pseudomonas aeruginosa 
Salmonella enterica 
Staphylococcus aureus 
Streptococcus pyogenes 



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

[Optional: Choose one of the following statements:] 

Optional claims and descriptors, location optional; [Note:  Deodorizing directions must be used when deodorizing 
claims (claims involving odor control) are used]  [See end of Claims for Master Label Readers Notes]
[number to be inserted]
[number to be inserted] [price to be inserted]
[number to be inserted]
[number to be inserted] 

or

or or

or
provides information to users that need an alcohol free product

and/or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

fill in company name

[insert any bacteria from List of                                                    
bacteria] product name

 [number to be inserted]

or

or or

or

[may list use surfaces]. or product name

or

insert use surfaces

[amount*]
[*calculate per use directions and towel size] 

or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

Brand-name® or ™*
®  ™

or or

or

and/or

and/or

and/or

or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

or

or

or

or

various numbers

or
or

[insert organisms]

/or

insert use sites

and/or

[if HIV / HBV / HCV listed on the label add: preclean for HIV / 
HBV / HCV] 

insert use sites

[if HIV / HBV / HCV listed on the label add: preclean 
for HIV / HBV / HCV] 



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

insert use surfaces

or

fill in company name

or product name

or

or or
 or

or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

or

or or

use only when hospital use sites on label]

[insert any bacteria from List of bacteria] [or product name[

[organism] [organism]

and/or

[testing was conducted with 5% bovine serum so pre-cleaning 
    wording not required] 

or

or

[insert any bacteria from List of bacteria]

or
or or or

or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

list organisms

[insert from List of bacteria and/or viruses] 

actual size of wipes]

insert country

or
or

and/or and/or

or product name
[use with sanitizing directions or nonfood contact surface disinfection only]

or for use only on product made especially for institutional use and 
marketed only to institutions including hospitals, medical centers, etc.]

[insert name of state(s)] 
or insert date



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

and/or and/or and/or and/or
and/or

and/or or

[insert any bacteria from List of bacteria]

insert type of package]

or
and/or

or

product
name

or or or

or or product name

[insert use surfaces]

insert organisms
insert use surfaces

or easier

[List sites]



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

[List
sites]

[List
sites]

or or

or
insert soils

or

or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

product name or

[add use sites]

insert date

or

or

or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

[insert use sites]

or

[list organisms]

or

and/or

or

[May be used only when cellulose wipe material used]
or

or
or

[list organisms]
or

[15 second sanitization claims:] [Link (with symbol or footnote) all 15 second claims to one or more bacteria or list 
bacteria next to claim] 

and/or



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

insert product name   or 

or or

[Note: The following claims can be used only for 6 months] 

[number] [use this for 6 months after converting to larger towel] 

[number of wipes]

[number to be inserted]



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

[Master Label Reader Notes
+ All pesticidal “germ” claims must be linked to bacteria (minimum: Salmonella and Staph) and at least one virus and/or 
fungi.  For example:  Front panel: “Kills germs+” Back panel: “+Kills Salmonella enterica, Staphylococcus aureus, Herpes 
Simplex virus type 2, and Influenza A virus/Hong Kong”.

A footnote can be used to list organisms.  Bacteria, virus and fungi can be separated into footnotes 1, 2 and 3 if desired. 

When organisms are listed next to a claim, the organisms may be listed in a footnote instead of directly next to the claim. 

If one step cleaner claims used and HIV-1/HBV/ HCV claims and/or directions for ultrasound transducers are included on 
the label, then the following also must be included on the same panel of the label

or or
If HIV-1, HBV or HCV or ultrasound transducers are not listed on the label, any of the one step cleaning/disinfecting 
claims may be used without the phrase requiring pre-cleaning. 

Sanitizing directions must be included on all labels with 99.9% claims; disinfection directions must be included on all 
labels with “germ” claims.  

Grease and soap scum claims are not to be used on labeling with one-step cleaning/disinfection claims.]



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

raphics and statements are optional.  They may be placed anywhere on label/container

Graphics associated with the following also may be added: Computer, computer keyboard, monitor



THE INFORMATION IN THIS BOX IS NOT PART OF THE LABELING 

            

                  

The following are company logos for use on PDI product labels.  The purpose of the logo is for easy recognition of 
PDI products in the marketplace.


